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Certain defects in the international application 

Certain observations on the international application 
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Box No. I Basis of the report 

1. Witli regard to the language, tliis report is based on tlie international application in tlie language in winicli it was 
filed, unless othenA^ise indicated under tliis item. 

□ Tliis report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 65.2 andfer 55.3) 

2. With regard to the elements'' of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 
1-122 

Claims, Numbers 
1-37 



as originally filed 



as originally filed 



□ a sequence listing andA)r any related table(s) - see Supplemental Box Relating to Sequence Listing 

3- □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/Figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table{s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may Jbe marked "superseded, " 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 5-8,17,18,20-28 

No: Claims 1 -4,9-1 5, 1 9,29, 30-38 

Inventive step (IS) Yes: Claims 

No: Claims 1-38 

Industrial applicability (lA) Yes: Claims 1-38 

No: Claims 

2. Citations and explanations (Rule 70.7): 
see separate sheet 



Box No, VI Certain documents cited 

1. Certain published documents (Rule 70.10) 
and /or 

2. Non-written disclosures (Rule 70.9) 
see separate sheet 



Box No, VII Certain defects In the International application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

Box No. Vill Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 
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Re Item I 

Basis of the opinion 

The documents to which this communication refers are numbered in their order of 
appearance in the international search report. 



Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 . Novelty (Article 33(2) POT) 

Preliminary remarks: 

a. The subject-matter of claims 9-1 1 also includes compounds according to claim 
2 wherein is in the meta position and is unsubstituted lower alkoxy-lower 
alkoxy. 

b. In claim 1 9, can be an optionally substituted lower alkoxy-lower alkoxy (see 
third line of R^ definition on page 127). 

D2 discloses aminohydroxyaryl alkanoic acid amide compounds which are effective 
to inhibit renin activity. Amongst other novelty-destroying molecules, attention is 
drawn to some of the preferred embodiments of the present invention as claimed 
which are prepared in this document (see RN numbers), in particular molecules 
where R^ or R^ Is halogenated and R® includes a cycloalkyi group. 
Said document thus anticipates the subject-matter of claims 1-4, 9-16, 19, 29, 30 
and 32-38. 

Wood etaL (D3) discloses several molecules including aliskiren as effective renin 
inhibitors (see fig. 1 and abstract). However, none of the molecules contain either a 
halogenated R^ or a cycloalkylated R®. 

Said document thus anticipates the subject-matter of claims 1, 2, 9-11, 15, 16, 19, 
29 and 32-38. 
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Goschke etal. (D4) discloses several molecules Including aliskiren as effective renin 
inhibitors (see Table, pa.2738). However, none of the molecules contain either a 
halogenated or a cycloalkylated R®. 

Said document thus anticipates the subject-matter of claims 1, 2, 9-11, 15, 16, 19, 
29 and 32-38. 

D5 anticipates the subject-matter of at least claim 31 since It discloses synergistic 
combinations of pharmaceutical compounds, the first one being a renin inhibitor 
which structure falls under formula (I) and the second one being chosen amongst 
antidiabetic, hypolipidemic, anti-obesity and anti-hypertensive agente (see claims). 

N.B. Although document D1 is highly relevant for the present subject-matter claimed, it will 
not be discussed before the Intemational Authority. However, said document would 
be introduced for novelty (and inventive step, if the priority of the present application 
would not be valid) purposes during the regional phase before the EPO. 

2. Inventive step (Article 33(3) PCT) 

In the remaining new subject-matter as claimed, a slight structural modification is 
defined in comparison to the compounds of D2 having renin-inhibiting activity which 
comes within the scope of the customary practice followed by persons skilled in the 
art. The resulting effect of said slight modification(s) was foreseeable. 
Insofar as no surprising and/or non-obvious effect has been demonstrated, no 
inventive step can be acknowledged. 

3. Industrial applicability (Article 33(4) PCT) 

Industrial applicability of the present invention is acknowledged. 



Re item VI 

Certain documents cited 
Certain published document 
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Re Item VII 

Certain defects in the application, (form or content) 

4.1 References to other documents may relate directly to the disclosure of the invention. 
If the matter the documents refer to is essential to satisfy the requirements of Article 
5 POT, this matter should be incorporated expressis verbis In the description because 
the patent specification should be self- contained regarding the essential features 
of the invention, i.e. capable of being understood without reference to any 
document. 

As a consequence, the expression/sentence "...incorporated by reference..." from 
pages 28 and 722 should not be used (PCX Guidelines 4.26). 

4.2 Contrary to the requirements of Rule 5.1 (a)(il) PCT, the relevant background art 
disclosed In the documents D2-D5 is not mentioned in the description, nor are these 
documents identified therein. 

Re Item Vili 

Certain observations on the International application (clarity) 

5.1 The relative tenn "lowei" In the field of organic chemistry does not have a 
generally accepted meaning with respect to the maximum number of carbon 
atoms. Such a tenn is ambiguous and therefore not suitable for clearly defining the 
subject-matter for which protection is sought. The definition given in the description 
for each substituent should have been included in the claims (PCT Guidelines 5.34). 

5.2 The word "spirit on page 122, last paragrapt) leads to doubt concerning the subject- 
matter claimed (PCT Guidelines 5.30). 
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5.3 The subject-matter of claims 3-8 is broader than the subject-matter of claim 1 
because "mono, di or tri-halo-substituted Mlkyf is broader than "optionally 
halogenated lower alkyr 

5.4 The subject-matter of claims 9-1 7 is broader than the subject-matter of claim 1 
because the optional substitution by halogen(s) of lower allcoxy-lower alkoxy for is 
not mentioned. 

5.5 "Cycloalkoxy occurs twice In the definition of in claim 1 9. 

5.6 The subject-matter of claim 21 is broader than the subject-matter of claim 1 to which 
it refers because R^ cannot be hydrogen (page 130, line 1) In claim 1 and 
"tialogenatedalkyt (page 130, line 1) is broader than "optionally halogenated lower 

5.7 The subject-matter of claims 32, 33, 34 and 36 Is not allowable because it refers to 
different independent claims whereas a dependent claim should only refer to one. 
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